
MEMBER ORGANIZATIONS 
~bha One Anhtrypstn Deficiency 

Amerrcan &am Tumor Assoctabon 
Amencan Laryngeal Pap!lloma Foundath 
Amenmn Porphym Foundabon 
Amencan Synngomyelia Al,,ance Prow, 
Avkst~c Anema Foundation of Amenw 
Associahon for Glycogen Storage Otseae 
Assoc,altan of Gas,~omkshnal Motdity 

Ofsmder. ,“E 
B&kc 01sease Sutmort 8 Research 

Eknqn Essential Slepharospasm Resew 
Foundahon Inc 

Charcot-Mane-Tooth Assoc,abon 
Chromosome 18 Regstry and 

Research Society 
Cleft Palate Foundation 
Corn&a de Lange Syndrome 

Foundabon. tnc 
Cyshnos~ Fwndabon. Inc 
Dysau,onom~a Foundalwn, tnc 
Oystoma Medical Research Foondabon 
Oystrophtc Ewiermolysis Bulbsa Resean 

Assoaa,ton (0 E B R A ) 
Ehkrs-Dantos National Foundabon 
Epilepsy Foundabon of America 
Famllks of Spinal Muscular Atrophy 
Found&on Fighbng Blindness 
Fsundatwn for lchlhyoels s. Related 

Skm Types ,F I R S T ) 
Gen.mc Alhance 
Gu~llam-Barre Syndrome Foundation 

lnkmabona, 
HHT Foundabon ,n,ernabona,. fnc 
Wemochromatosis Foimdabon. tnc 
Hereddary O~scase Foundation 
HIsliocYlosts Aosocvation of Amertca 
Huntmglon~s oncase soci*,y Of 

Amensa me 
lmm”“e De6aency Foundebo” 
I”,er”ebona, F,brodysplssia Os~ift~ans 

Progresswa (FOP, AssocaBon. Inc 
lnterna,~onal Joseph D,sea$es 

Foundation. Inc 
lnternationa, Rett Syndrome Associabon 
Inkrsbhat Cystitts Assoctabon of Amenca I 
Lowe Syndrome Assoctabon 
Yslrgnant Hyperlhemna Assocwion 

of the United State 
Masiocy10sls Sockty 
Myasthema Gravis Foundabon 
Mycloproltkrabve Disease Research Cente 
Myosltts Ass~~tetton of Amenca 
Mucol~pldoss Type IV Foundabon @AL41 
Narcolepsy Network. h-c 
Nattonal Adrenal Ovseasee Foundabon 
Nahona, Alw.scia Areata Found&o” 
tlakonal Ataxla Fomdafron 
Nat~ona, Foundabon for Ectodermal 

OySpkSl.SS 
Nahom, “emoph,lu Foundabon 
Nahonal ,ncont,nen,ia Psgmen,, Foundabon 
Nabonal Marfan Foundabo” 
Namnaf Mucooalvsacchandoses Soc~etv In, 
Nat,onal Multlpk &zlero.w Society 
National Neurofibromatosls Found&on 
Nattonal PWJ News 

3” 

,e 

National S~ogren‘s Syndrome Assoaabon 
Nahonal Spasmodic Toltrcoltis Assoaabon 
Nahonal Tay-Sachs 8 Alhed Diseases 

Assoc,at~on. Inc 
Nahonal Ursa Cycle “lsorders Foundabo” , 
Ne”roSbroma,os,s Inc I 
Oskogenesis lmperkcls Found&on 
Parkinson’s Disease Foundation. tnc 
Prader-WI Svndrome Association 
Pulmonary H;pedension Assouatwn 

I 

PXE I”krnaflo”al. ,nc 
ReOex Sympalhebc Dystrophy Syndrome 

Assocla,lon 
Sckroderma FoundWon. tnc 
Sckk Cell Otsease Associabon of America. tnc 
The Page, Foundation 
Tw~relle Syndrome Assoc~hon inc 
Tqemmal Neuraigla Assot~at~on 
Vnrkd Leukodystrophy Foundation inc 
UnIted M,fochondria, D,sease Found&on 

National Organization for Rare Disorders, Inc.@ 
NORD l 100 Rt. 37, P.O. Box 8923 l New Fairfield, CT 06812-8923 

Tel: (203) 746-6518 @ FAX : (203) 746-6481 
TDD (for hearing impaired) (203) 746-6927 

http://www.rarediseases.org l e-mail: orphan@rarediseases.org 

June 29,200O 

Jane Henney, M.D. 
Commissioner 
Food and Drug Administration 
Parklawn Building, Room 1471 (HF-1) 
5600 Fishers Lane 
Rockvilfe, MD 20857- 1706 

Dear Dr. Henney: 

RE: Conversion of Prescriptio& 
.Drugs to O-T-C c, 
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The National Organization for Rare Disorders (“NORD”) has learned that the Food 
and Drug Administration (“FDA”) is considering converting a large number of 
prescription drugs to over-the-counter (“OTC”) status. This would include a number 
of drugs for chronic conditions such as hypertension, hypercholesterol and others. 

NORD respectfully requests that the FDA deny OTC status for drugs whose 
indications are for chronic conditions, especially those that have no obvious 
symptoms such as high cholesterol or high blood pressure. Physician monitoring is 
essential for these types of disorders because patients are not in a position to 
oversee their condition. Patients may be lured into a false sense of security-if; as 
with these conditions, there are no noticeable symptoms. This can leadto 
self-adjusting their dosage, end in some cases ceasing to take the drugs a)t 

b 
Further, converting such vital drugs to OTC status would mean that health insurance 
plans would no longer reimburse patients for these products. This in turn would 
increase patients out-of-pocket costs that could lead to many people discontinuing 
needed medications. For persons with chronic conditions this can be deadly. .. 

.- 

There are other categories of pharmaceuticals that the FDA has already switched to 
OTC status and should continue to be expanded. Allergy medicines, for example, 
are much more acceptable for OTC classification because patients can clearly see 
when their symptoms abate and adjust their dosage accordingly. Additionally, 
nicotine replacements and birth control pills are also acceptable candidates for OTC 
status because they do not treat a disease, and therefore are taken by choice and 
not necessity. 
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NORD believes that the FDA must fully consider all the repercussions of moving drugs for 
serious and chronic diseases to OTC status, including first and foremost the American 
consumer’s welfare. Therefore, we request that you maintain the current status of those 
medicatidns that are necessary for chronic medical conditions. 

Very truly yours, 

Abbey S. Meyers 
President 
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